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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 1 recites that the implant "optionally" includes an outer 
ridge. Such a statement fails to specifically claim the invention, since it is unclear 
whether such a ridge is required as part of the claimed invention. As such, the metes 
and bounds of the claim are unclear. Since the item is "optional," the Examiner is 
interpreting the claim to NOT require the outer ridge of element c. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-3, 5-7, 10, 14, 16, 18, and 19 are rejected under 35 U.S.C. 102(b) as 
being anticipated by US 4,750,901 to Molteno. 

In the specification and figures, Molteno discloses the apparatus as claimed by 
Applicant. With regard to claims 1 and 5, Molteno discloses an ophthalmic implant 1 
comprising a plate 2 that fits the surface of the eye, an inner ridge that defines a 
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drainage region inside the ridge, a secondary drainage region (comprising the surface 
of the plate between the inner ridge and the edge of the plate), a hole 8 in the inner 
ridge that connects to drainage tube 4 (see FIG 2 and accompanying text). 

With regard to claims 2-3, Molteno further discloses that the implant comprises 
an outer ridge 3 at the peripheral edge of plate 2 (see FIG 2). 

With regard to claims 6 and 7, Molteno discloses that the implant comprises 
suture holes used to secure the implant, indicating that there is more than one suture 
hole (see column 2, lines 1-9). 

With regard to claim 10, Molteno discloses that the implant is suitably 
dimensioned to be placed in contact with Tenon's tissue to create a valving effect (see 
column 2, lines 23-30). 

With regard to claim 1 1 , Applicant is setting forth the intended use of the claimed 
apparatus. It has been held that a recitation with respect to the manner in which a 
claimed apparatus is intended to be employed does not differentiate the claimed 
apparatus from a prior art apparatus satisfying the claimed structural limitations. See 
MPEP§2114. 

With regard to claim 14, Molteno discloses that the implant may comprise 
additional ridges (see column 3, lines 13-20). 

With regard to claims 16, 18, and 1 9, Molteno discloses that the claimed implant 
is inserted into the patient in the manner claimed by Applicant (see column 2, lines 1- 
15). 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 8, 9, 12, and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 4,750,901 to Molteno. 

In the specification and figures, Molteno discloses the apparatus substantially as 
claimed by Applicant. With regard to claim 4, it has been held that the omission of an 
element and its function is obvious if the element is not desired. See MPEP § 2144.04. 
Accordingly, it is the position of the Examiner that it would have been obvious to one 
having ordinary skill in the art at the time of invention to eliminate the outer ridge 
disclosed by Molteno if the fluid-retention properties of the outer ridge are not desired. 

With regard to claims 8 and 15, it has been held that the mere duplication of the 
parts of an apparatus found in the prior art is not patentably significant unless a new 
and unexpected result is produced. See MPEP § 2144.04 (VI)(B). It is the position of the 
Examiner that neither four suture holes nor multiple devices provide a new and 
unexpected result over the apparatus disclosed by Molteno. 

With regard to claims 9 and 12, it has been held that where the only difference 
between the prior art and the claims was a recitation of relative dimensions of the 
claimed device and a device having the claimed relative dimensions would not perform 
differently than the prior art device, the claimed device was not patentably distinct from 
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the prior art device. See MPEP § 2144.04(IV)(A). In the instant case, it is the position of 
the Examiner that since the general structure of the claimed invention is known in the 
prior art, it would have been within the skill of a worker in the art to adjust the size of the 
implant in order to create desired characteristics. 

7. Claims 13 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 4,750,901 to Molteno in view of US 5,338,291 to Speckman. 

In the specification and figures, Molteno discloses the apparatus substantially as 
claimed by Applicant (see rejection above). 

With regard to claim 13, the prior art fails to suggest the use of the claimed 
materials in the device. However, Speckman discloses a glaucoma implant that may 
use polypropylene. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to use polypropylene as disclosed by Speckman in the 
glaucoma implant suggested by the prior art, since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. See MPEP § 2144.07. 

With regard to claim 17, Speckman discloses the step of temporarily occluding a 
drainage tube 12 in a glaucoma treatment device with an absorbable ligature (see FIGS 
4-5 and accompanying text) in order to prevent overdrainage of aqueous humor upon 
implantation. Accordingly, it would have been obvious to one having ordinary skill in the 
art at the time of invention to use an absorbable ligature to occlude the outlet tube, as 
taught by Speckman, in the method disclosed by Molteno, in order to prevent eye 
hypotony, as taught by Speckman. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LESLIE R. DEAK whose telephone number is (571 )272- 
4943. The examiner can normally be reached on Monday - Friday, 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1 115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leslie R. Deak/ 

Primary Examiner, Art Unit 3761 

4 November 2009 



